
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
1401 Rockville Pike 
Rockville, MD 20852-1448 

December 13, 2000 

I)r-. Kenneth I’dds 
12 & I) Systems, Inc 
6 14 McKinley Place N.E. 
Minneapolis, MN 55413 

Kc: HK000035 
r’toduct: R & D Leuko-Reduced RX Control 
Date Received: 3 I -JUL-00 
( ‘lasslfication: II 

C\‘c have revicwcd your 5 10(k) notification of intent to market the device referenced above and have 
determined that the device is substantially equivalent to devices marketed in interstate commerce prior to 
May 28, 1976, the enactment date of the Medical Device Amendments. You may, therefore, market the 
dcsvice, subjject to the general controls provisions of the Federal Food, Drug, and Cosmetic Act that 
include requirements for registration, listing of devices, good manufacturing practice, labeling, and 
prohibitions against misbranding and adulteration. 

If your &vice has been classified into either class II (Special Controls) or class IIT (Premarket Approval), 
(see above)? it may be subject to the above and additional controls. Existing major regulations affecting 

your dc\,ice can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, the 

Food and Drug Administration (FDA) may publish further announcements concerning your device in the 
kdcral Register. Please note that this tcsponse to your Premarket notification submission does not affect 
ally obligation you might have under the Kadiation Control for Health and Safety Act of 1968, or other 
F&l-al Laws or regulations. 

?‘h~s letter will allow you to begin marketing your device as described. An FDA finding of substantial 
equivalence of your device to a legally marketed predicate device results in a classification for your 
devlcc and permits your device to proceed to the market, but it does not mean that FDA approves your 
device. ‘I’hereforc, you may not promote or in any way represent your device or its labeling as being 
approved by FDA. If you desire specific advice on promotional labeling and advertisement for your 
de\,i& jllcase contact our Advertising and Promotional Labeling Staff (HFM-602) at (301) 827-3028. 

Sincerely, 

Mark Weinstein, Ph.D. 
Director 
Division of Hematology 
Office of Blood Research and Review 
(‘enter for Biologics Evaluation and Research 


